
510(k) Summary DC 921

DATE PREPARED: December 3,2013

1. GENERAL INFORMATION

Applicant's Name Smiths Medical ASD, Inc.
and Address: 1265 Grey Fox Road

St. Paul, MN 55112

Contact Person: Paula Cordero
Sr. Manager. Global Regulatory Affairs

Common/Usual 1) Ambulatory Infusion Pump
Name: 2) Pump Communications System

Proprietary Name: 1) CADD®-Solis Ambulatory Infusion Pump, Model 2110, Version 3.0
2) CADDTM-SoliS Medication Safety Software, Version 3.1

Equivalence Device 1) CADDO-Solis Ambulatory Infusion Pump, Model 2100
Comparison: or Model 2110, Version 1.0

2) CADD*-Solis VIP Ambulatory Infusion Pump, Model 2120,
Version 2.0

3) CADDTM-SoliS Medication Safety Software Version 1.2
4) CADDTM-SoliS Medication Safety Software Version 2.0

11. DEVICE DESCRIPTION

CADD8-Solis Ambulatory Infusion Pump., Model 2110. Version 3.0
The CADDO-Solis Ambulatory Infusion Pump, Model 2110, Version 3.0 ("CADD®-Solis
Version 3.0 Pump") has a microprocessor and linear peristaltic pumping mechanism,
similar in design to the Smiths Medical ASO. Inc. CADD®-Sois Ambulatory Infusion
Pump, Version 1.0 (K072 144) and CADD® -Solis VIP Ambulatory Infusion Pump,
Version 2.0 (K 111275). The user activates CADD®-Solis Version 3.0 Pump via a color
LCD screen and keypad user interface. Commands are issued to the microprocessor by
activating the user interface. Microprocessor actions are controlled by a program, which
is contained in the pump's memory.

The CADDO-Solis Version 3.0 Pump consists of components, such as the user interface,
sensors, communication ports, power ports, structural (housing) components, electronics,
pumping mechanism, watchdog timer, pum2g battery and circuitry, real time clock, on-
board memory, and pump log. The CADD -Solis Version 3.0 Pump exterior surface
components include the pump housing, LCD lens, labels, and keypad, and the materials
of construction for these components are widely used in the medical industry. The
CADD®9-Solis Version 3.0 Pump is designed to be used with a CADDO Infusion
Disposable, such as Medication Cassette Reservoir.

CADDt-Solis Version 3.0 Pump and
Medication Safety Software Version 3.1



CADD TM-Sois Medication Safety Software Version 3.1
The CADDTM-Solis Medication Safety Software System consists of the Administrator
and the Point of Care software applications. This software allows the user to create
therapy-based protocol libraries to be used with the CADDO-Solis Ambulatory Infusion
Pump, or CADD-Prizm® PCS 11 Ambulatory Infusion Pump (software revision H or
higher).

The CADDTM-SoliS Medication Safety Software System allows the user to:

" Create a protocol library on a server or on a PC.

* Create multiple protocol libraries within the database. Each protocol library can
be designated and named for a particular area of each facility.

* Create multiple pump protocols within each protocol library.

a Designate authorized users for each protocol library.

* Program a pump with a therapy-based set of protocols.

The CADDTM-SoliS Medication Safety Software System can be used in various system
configurations, including:

* The protocol library database can be located on a server with one or more
Administrator PCs and one or more Point of Care PCs distributed on the network
throughout the facility.

* The protocol library database can be located on the Administrator PC and one or
more Point of Care PCs distributed over the network throughout the facility.

* The Point of Care PC can be located separately from a network and the protocol
libraries can be imported using portable media.

III. DEVICE INTENDED USE

CADD®-Solis Ambulatory Infusion Pump. Model 2110. Version 3.0
The CADDO'-Solis Version 3.0 Pump is indicated for intravenous, intra-arterial.
subcutaneous, intraperitoneal, in close proximity to nerves, into an intraoperative site
(soft tissue, body cavity/surgical wound site), epidural space, or subarachnoid space
infusion. The pump is intended for therapies that require a continuous rate of infusion,
and/or an intermittent bolus, and/or with patient-controlled demand doses.

CADDC-Solis Medication Safety Software-Administrator
The CADDTM Solis Medication Safety Software - Administrator allows use of a
computer to create therapy-based protocol libraries to be used with the CADDO-Solis VIP
Ambulatory Infusion Pump, CADDO-Solis Ambulatory Infusion Pump, or CADD-
Prizm® PCS 11 Ambulatory Infusion Pump (software revision H or higher).

CADDt.Solis Version 3.0 Pump and
Medication Safety Software Version 3.1



CADD h-Solis Medication Safety Software-Point of Care
The CADDTM Solis Medication Safety Software - Point of Care allows use of a computer
to send therapy-based protocols developed by the CADDTM-Solis Medication Safety
Software - Administrator to the CADDO-Solis Ambulatory Infusion Pump and CADD-
Prizm® PCS 11 Ambulatory Infusion Pump (software revision H or higher).

IV. SUMMARY OF STUDIES

Performance Testing
Smiths Medical performed design verification and software validation testing on the
CADO-Solis Version 3.0 Pump. Software validation testing was performed dn the
CADD TM Solis Medication Safety Software-Administrator and CADDTM Solis
Medication Safety Software-Point of Care. Human-factors engineering studies were
also completed.

Clinical Studies
Human clinical studies were deemed unnecessar7 to evaluate the safety or effectiveness
of the CADDO-Solis Version 3.0 Pump, CADDT Solis Medication Safety Software-
Administrator and P0G.

Testing Conclusion
All testing met pre-established specifications, and successfully demonstrated that the
devices performed as intended. The testing results allowed for a conclusion to be made
that the CADDO-Solis Version 3.0 Pump, and CADD tM Solis Medication Safety
Software-Administrator and POC were as safe and effective as the predicate devices.

VII. STATEMENT OF EOUIVALENCE

The CADDO-Solis Version 3.0 Pump, and CADD T
M Solis Medication Safety Software-

Administrator and POC are substantially equivalent to the predicate devices, based on
comparisons of the device classifications, intended use, and technological characteristics.
Verification and validation tests confirmed the suitability of the devices for their intended
uses. The test results did not raise new safety or performance questions, and confirmed
that the CADDO-Solis Version 3.0 Pump, and CADD" Solis Medication Safety
Software-Administrator and POC devices are substantially equivalent to the predicate
devices.

CADDt-Solis Version 3.0 Pump and
Medication Safety Software Version 3.1
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DEATETOFHAT UMNSRIE Public Health Service

I DEARTENT F HALTH& HMAN ERVCESFood and Ding Adminimtnio
10903 Newe Hampshire Aveue
Dociwma= Cwonoi Caet- W066-0609
Sive, Srin& MD 20993-0002

December 9, 2013

Smiths Medical ASD, Incorporated
Ms. Julie Tapper
Sr. Regulatory Affairs Specialist
1265 Grey Fox Road
St. Paul, MN 551I12

Re: K 130394
Trade/Device Name: CADDO - Solis Ambulatory Infusion Pump, Model 3.0

CADDO - Solis Medication Safety Software, Version 3.1
Regulation Number: 21 CFR 880.5725
Regulation Name: Infusion Pump
Regulatory Class: 11
Product Code: MEA, MRZ
Dated: November 4, 2013
Received: November 5, 2013

Dear Ms. Tapper:

We have reviewed your Section 5 10(k) premarket notification of intent to Market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act.
The general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CORHl does not evaluate information related to contract liability
warranties. We remind you, however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class 11 (Special Controls) or class III (PMA), it
may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.



Page 2 - Ms. Tapper

Ple Iase be. ad vised that FDA's issuance of a substantial equivalence determination does not mean_
that FDA has made a determinatian that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements, including, but not limited to: registration and listing (21
CFR Part 307); labeling (21 CFR Part 801); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 53 1-542 of the Act); 21 CFR 1000-1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Division of Small Manufacturers, International and Consumer Assistance at its toll-
free number (800) 638-2041 or (301) 796-7100 or at its Internet address
httD)://www~fda~povlMedicalDevices/ResourcesforYou/lndustrv/default.html. Also, please note
the regulation entitled, "Misbranding by reference to premarket notification" (2I1CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
http://www.fda.nov/MedicaDevices/Safetv/RetortaProblem/default.htmf for the CDRH's Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address
http://wwwfda.aov/Medica[Devices/ResourcesforYouindustV/defait.hltm.

Sincerely yours,

KwarneO..Ulmer for

-S
Erin 1. Keith, M.S.
Acting Director
Division of Anesthesiology, General Hospital,

Respiratory, Infection Control and
Dental Devices

Office of Device Evaluation
Center for Devices and

Radiological Health

Enclosure



510(k) Number (if kinown)
K 130394

Device Name
The CADDO-Sol is Ambulatory Infusion Pump, Model2l 10, Version 3.0

Indications for Use (Describe)
The CADDO -Solis Ambulatory Infusion Pump, Model 2110, Version 3 .0, is indicated for intrvenous, intra-arterial, subcutaneous,
intrnperitoneal, in close proximity to nerves, into an intraoperative site (soft tissue, body cavity/surgical wound site), epidural space, or
subarachnoid space infusion. The pump is intended for therapies that require a continuous rate of infutsion, and/or an intermittent
bolus, and/or with patient-controlled demand doses.

Type of Use (Select one or bolh, as applicable)

[R Prescription Use (Part 21 OFR 801 Subpart D) I] Over-The-Counter Use (21 CFR 801 Subpart C)

PLEASE DO NOT WRITE BELOW THIS UINE - CONTINUE ON A SEPARATE PAGE IF NEEDED.

FOR FDA USE ONLY
Concurrence of Center for Devices and Radiological Health (CORN) (Signature)

Digitally signed by Kathleen E. Fitzgerald
ON- : US, o=U.S. Government. ou=HHS, Cu=FDA,Kath leen E. Fitzgerald wKtle .Ftgrl
Date: 2013.12.05 11:30:39 -05'00'

FORM FDA 3881 (9113) Page l ot 2 fcdnn~.aE



This section applies only to requirements of the Paperworkc Reduction Act of 1995.
*D0 NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

The burden ime for this collection of Information Is estimated to average 79 hours per response, Including the
tiriie to review Instructions, search existing data sources, gather and maintain the data needed and complete
and review the collection of information. Send comments regarding this burden estimate or any other aspect
of this information collection, including suggestions for reducing this burden, to:

Department of Health and Human Services
Food and Drug Administration
Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
PRAStaffc~fda.hhs.gov

'An agency may not conduct or sponsor, and a person is not required to respond to, a collection of
informatlion unless it displays a currently valid OUR number.'

FORM FDA 3881 (Su13) Page 2 of 2



510(k) Number (if known)
K130394

Device Name
The CADD-SolIis Medication Safety Software, Version 3.1

Indications far Use (Describe)
The CADDT'-Solis Medication Safety Software- Administrator allows use of a computer to create therapy-based protocol libraries to
be used with the CADDOD-Sol is VIP Ambulatory Infusion Pump. CADD'D-Sol is Ambulatory Infusion Pump, or CADD-PrizmO PCS
11 Ambulatory Infusion Pump (software revision H or higher).

The CADD~'-Solis Medication Safety Software- Point of Care allows use of a computer to send therapy-based protocols dovelojed by
the CADDTmSOlIs Medication Safety Software.- Administrator to the CADD -Solis Ambulatory Infutsion Pump and CADD-Prizm®l
PCS I I Ambulatory Infusion Pump (software revision H or higher).

Type of Use (Select one of Will, as applicable)

[Prescipion Use (Part 21 CFR 801 Subpart D) E] Over-The-Counter Use (21 CFR 801 Subpart C)

PLEASE DO NOT WRITE BELOW THIS UINE - CONTINUE ON A SEPARATE PAGE IF NEEDED.

FOR FDA USE ONLY

Concurrence of Center for Devices and Radiological Health (CORH) (Signature)

Digftally signed by Kathleen E. Fitzgeral
WON: c=JS. o=U . Government ou*IHS. ou*FDA. otj=Peopte.

Kathleen E. Fitzger, aydto=Kteh E
t Ftgrald

Date: 2013.12.05 11:31:46 .050 0'

FORM FDA 3881 (9113) Page Ilof 2 PI t'M0E



This section applies only to requirements of the Paperwork Reduction Act of 1995.

*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

_The, burden time for this collection of information Is estimated to average 79 hours per response, Including the
time to review instructions, search existing data sources, gather and maintain the data needed and complete
and review the collection of Information. Send comments regarding this burden estimate or any other aspect
of this Information collection, including suggestions for reducing this burden, to:

Department of Health and Human Services
Food and Drug Administration
Office of Chief Inform ation Officer
Paperwork Reduction Adt (PRA) Staff
PRA8taff@fda.hhs.gov

'An agency may not conduct or sponsor, and a person Is not required to respond to, a collection of
information unless It displays a currently valid OMB number"

FORM FDA 3881 (9113) Page 2 of 2


